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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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Status 

1 )^ Responsive to communication(s) filed on 23 September 2008 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) n Claim(s) is/are allowed. 
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DETAILED ACTION 
Acknowledgments 

1 . This office action is in response to tine reply filed on 9/23/2008. 

2. In the reply, the Applicant amended claims 8, 14, 46, 67; added new claims 71- 
75 have been added; and cancelled claims 40, 50, 54, 62-66, 68-70. Claims 42-43, 51 , 
53 remain withdrawn. 

3. Thus, claims 8-1 5, 1 7-1 8, 38-39, 41 , 44-49, 52, 55-58, 67, 71 -75 are pending for 
examination. 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 14 recites the limitation "pressure data" in In 10. There is insufficient 
antecedent basis for this limitation in the claim. The Examiner is unsure to what data 
(Exit pressure? Injector pressure? Intervertebral pressure?) the recitation references. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 8-1 3, 41 , 44-45, and 67, 71 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Kraft (6370420) in view of Zegers de Beyl et al (5808203). Kraft 
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discloses the invention substantially as claimed (see paragraphs 10-13 in Final 
Rejection mailed on 1/10/2008). However, Kraft does not expressly disclose computer 
readable medium having code that when executed by a computer receives fluid 
introduction data, pain data, and concordance data. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the 
capability of receiving the disclosed three types of data as taught by Kraft with receiving 
fluid introduction data, pain data, and concordance data for the purpose of diagnosis or 
confirming a diagnosis of a disruption in an intervertebral disc of a patient via 
measurement of objective measurement of pain correlated to the degree of Assuring 
due to fluid injection into the diagnosed disc (col 1 , Ins 64-col 2, Ins 10). Kraft teaches 
that patient feedback of vocalizations and video capture are taken in conjunction with 
photographic images, pressure measurement, and x-ray images for review by a medical 
professional. First, it would be obvious to one of ordinary skill in the art at the time of 
the invention that it is obvious that these recording systems can separately capture 
patient pain and concordance. For example, the pain prior to the injection is noted 
either by vocalization or video capture. Upon injection, the vocalization and video 
capture is continued and any difference noted - ie patient facial expression, vocal 
expression, etc - is indicative to the physician as to concordance of the pain because 
any change can be reference to the pain prior to injection and pain during injection. 
Secondly, one of ordinary skill in the art would find it obvious to question the patient into 
disclosing via vocalization or facial expression whether the pain being experienced is a 
new pain or an existing pain. One of ordinary skill in the art would find this questioning 
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obvious and in fact necessary to the diagnosis process because the state goal and 
purpose of Kraft is to objectively confirm the existence of pain and identify a possible 
disruption of an intervertebral disc in a patients spine. Such data is imperative to 
accurate diagnosis and one of ordinary skill in the art would find it obvious to record in a 

computer readable medium such data. 

6. Furthermore, Kraft does not disclose the introducer comprising a syringe 
including a plunger slidably disposed within the syringe and a pressure transducer 
secured with respect to the movable element such that the pressure transducer is in 
direct contact with the fluid in the introducer, the plunder having a cap and a pressure 
transducer disposed between the cap and a receivable portion of the plunger. 

7. Zegers de Beyl et al discloses an introducer (Figs 1-8B) comprising a syringe 
(18) including a plunger (22) slidably disposed within the syringe and a pressure 
transducer secured with respect to the movable element such that the pressure 
transducer is in direct contact with the fluid in the introducer (col 3, Ins 66-col 4, Ins 31) 
for the purpose of directly measuring the pressure of the medication being administered. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the fluid delivery mechanism as taught by Kraft with the 
syringe delivery and pressure transducer as taught by Zegers de Beyl et al for the 
purpose of introducing medication via a syringe and monitoring the pressure of the 
medication delivery. 
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8. Claims 72, 74-75 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kraft in view of Zegers de Bey! et a! in further view of Nolan et al (5808203). Kraft 
and Zegers de Beyl et al disclose the invention substantially as claimed except for 
disclosing how the pressure transducer is held within the plunger, specifically including 
that the pressure transducer is disposed between at least a portion of a cap and a 
portion of a receivable portion of the plunger, both of which are nonrotatable with 
respect to each other and having asymmetrical portions securing the cap with respect to 
the plunger. Nolan teaches that it is known to have a pressure transducer is disposed 
between at least a portion of a cap and a portion of a receivable portion of the plunger, 
both of which are nonrotatable with respect to each other and having asymmetrical 
portions securing the cap with respect to the plunger (figs 4a-8b; summary) for the 
purpose of directly measuring the pressure within a syringe during use but allowing for 
the pressure transducer to remain attached to the powered drive member after the 
syringe and plunger are removed for sterilization or disposal (summary). It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the pressure transducer and plunger as taught by Kraft and Zegers de Beyl et 
al with the pressure transducer/cap as taught by Nolan et al for the purpose of directly 
measuring the pressure within a syringe during use but allowing for the pressure 
transducer to remain attached to the powered drive member after the syringe and 
plunger are removed for sterilization or disposal (summary). 
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9. Claims 14-15, 17-18, 55-58 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hochman et al (6945954) in view of Heilman (3623474). Hochman 
et al discloses the invention substantially as claimed (see paragraph 14 in Final 
Rejection mailed on 1/10/2008) except for expressly disclosing the operator including 
code to empirically determine impedance data based upon pressure and volume of fluid 
dispensed during actuation of the introducer. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the user entered 
impedance determination as taught by Hochman et al with an empirically determined 
impedance determination since it has been held that broadly providing a mechanical or 
automatic means to replace manual activity which has accomplished the same result 
involves only routine skill in the art {In re Venner, 120 USPQ 192). Further, in the 
instant case, the act of automating the determination of impedance, going from having 
the physician entering the syringe size, tube length, and various physical 
characteristics, to automatically determining the impedance data based upon sensors 
detecting the pressure and volume of fluid dispensed during actuation of the introducer, 
does not involve technological apparatus (ie special sensors) now well known to one of 
ordinary skill in the art at the time of the invention. Hochman et al discloses the use of 
flow and pressure sensors and the system monitors the exit pressure, flow rate, and 
volume dispensed to the effect that Hochman et al contains the technological apparatus 
to automate the manual activity and it would have involved only routine skill to one of 
ordinary skill in the art at the time to replace the manual activity with an automatic 
activity to accomplish the same result. 
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Furthermore, Hochman does not disclose the operator having code to introduce the fluid 
into the spine at a flow rate that is not controlled by feedback based on a pressure of 
the fluid within the intervertebral disc. Hochman does disclose various fluid delivery set 

ups controlled by t, Heilman discloses that is known to have code to introduce fluid 

into the body at a rate not controlled by a feedback of pressure of the fluid within the 
body (col 1-2). Heilman discloses that it is well known for an injector to have code 
controlling the rate of fluid delivery that is versatile - e.g. it may be delivered to many 
points in the power, at various quantities and rates, and most importantly, that there is a 
need for an injector that is rate-controlled that can handle differing syringe injector sizes, 
work capacities, and fluid resistance for the purpose of reducing the cost of operation. 
The device of Heilman adjusts the fluid delivery rate based on the flow-rate impedance 
of differing syringe/cartridge sizes and work capacities. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
various subroutines of operator code controlling fluid delivery as taught by Hochman 
with a sub-routine of rate-controlled fluid delivery based upon a flow-rate impedance 
calculation dependent upon the varying syringe/cartridge size and work capacity as 
taught by Heilman for the purpose of adjusts the fluid delivery rate based on the flow- 
rate impedance of differing syringe/cartridge sizes and work capacities. 

10. Claim 38 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kraft in 
view of Zegers de Beyl et al in further view of Factor et al (6258042). Kraft and Zegers 
de Beyl et al disclose the invention substantially as claimed except for expressly 
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disclosing the response data being data inputted directly by the patient using a sliding 
device. Factor et al teaches that it is known to have a sliding device correlated to a 
visual analog scale with an axis for relating pain level (Fig 1-2, Summary; Detailed 
Description of Invention) for the purpose of allowing the patient to indicate the amount 
and intensity of pain being experienced in discrete incremental intervals. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the manually inputted response data as taught by Kraft and Zegers de Beyl et 
al with the manually inputted sliding VAS device as taught by Factor et al for the 
purpose of allowing the patient to indicate the amount and intensity of pain being 
experienced in discrete incremental intervals. 

1 1 . Claims 38-40, 46-50, 52-54, 62-66, 68-70 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Kraft in view of Zegers de Beyl et al in further view of Gaston- 
Johansson (5692500). Kraft and Zegers de Beyl et al disclose the invention 
substantially as claimed except for expressly disclosing wherein the pain level and 
concordance data is inputted separately by hand by the patient on a sliding device that 
is correlated to a visual analog scale (VAS) from 0-10 and includes an axis for relating 
level of concordance, non-concordance, or concordance and non-concordance of the 
pain. 

12. Gaston-Johansson teaches that it is known to have wherein the pain level and 
concordance data is inputted separately by hand by the patient on a sliding device that 
is correlated to a visual analog scale (VAS) from 0-10 (44, 40) and includes an axis for 
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relating level of concordance, non-concordance, or concordance and non-concordance 
of the pain (66; Figs 1-4; col 2, Ins 59-67; Summary; wherein the separate scale 66 in 
Figs 1-2 and shown in Fig 3 although detailing continuous/noncontinuous pain is fully 
capable of detailing whether the pain experienced is new or from a previous pain 
symptom) for the purpose of diagnosing the type and intensity of pain being 
experienced. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the device as taught by Kraft and Zegers de Beyl 
et al with the pain level and concordance input as taught by Gaston-Johansson for the 
purpose of diagnosing the type and intensity of pain being experienced. 

1 3. Claims 38-40, 46-50, 52-54, 62-66, 68-70 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Kraft in view of Zegers de Beyl et al in further view of Eberlein 
(6856315). Kraft discloses the invention substantially as claimed except for expressly 
disclosing wherein the pain level and concordance data is inputted separately by hand 
by the patient on a sliding device that is correlated to a visual analog scale (VAS) from 
0-10 and includes an axis for relating level of concordance, non-concordance, or 
concordance and non-concordance of the pain. 

14. Eberlein teaches that it is known to have wherein the pain level and concordance 
data is inputted separately by hand by the patient on a sliding device that is correlated 
to a visual analog scale (VAS) from 0-10 (406) and includes an axis for relating level of 
concordance, non-concordance, or concordance and non-concordance of the pain (420; 
Fig 4; wherein the axis of the body allows the patient to detail if the pain being currently 
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experience appears at tine same place as previous pain or if it is a new pain in a new 
place - thus concordance/non-concordance of pain may be entered and recorded) for 
the purpose of diagnosing a patient's pain condition. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the device 
as taught by Kraft In view of Zegers de Beyl et al with the pain level and concordance 
input as taught by Eberlein for the purpose of diagnosing a patient's pain condition. 



Response to Arguments 

1 5. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Allowable Subject Matter 

1 . Claim 73 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

2. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 



Application/Control Number: 10/782,900 Page 1 1 

Art Unit: 3767 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW M. GILBERT whose telephone number is 
(571)272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571 )272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



